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Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
eamed patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )^ Responsive to communication(s) filed on 08 March 2010 . 
2a )^ This action is FINAL. 2b)n This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) ^ Claim(s) 2-6.9.10. 13. 14.17-19.29 and 30 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) K Claim(s) 11.18 and 19 is/are allowed. 

6) IEI Claim(s) 2-6.9.10.13.14.17.29 and 30 is/are rejected. 
?)□ Claim(s) is/are objected to. 

8) 0 Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) ^ The specification is objected to by the Examiner. 

10) 0 The drawing(s) filed on is/are: a)^ accepted or b)^ objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held In abeyance. See 37 CFR 1.85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

1 1) 0 The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12) S Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 
a)^ All b)n Some * c)^ None of: 

1 Certified copies of the priority documents have been received. 

2. n Certified copies of the priority documents have been received in Application No. . 

3. n Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 
Note that claims 15-16 are canceled. 
Claim R^ectians - 36 USC§ 112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the 
manner and process of making and using it, in such full, clear, concise, and exact 
terms as to enable any person skilled in the art to which it pertains, or with which it 
is most nearly connected, to make and use the same and shall set forth the best 
mode contemplated by the inventor of carrjdng out his invention. 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out 
and distinctly claiming the subject matter which the applicant regards as his 
invention. 

Claims 2-6, 9-10, 13, and 17 are rejected under 35 U.S.C. 112, first paragraph, 
because the specification, while being enabling for other forms, does not reasonably provide 
enablement for solvates. The specification does not enable any person skilled in the art to 
which it pertains, or with which it is most nearly connected, to make the invention 
commensurate in scope with these claims. 

The claims, insofar as they embrace solvates are not enabled. The numerous 
examples presented all failed to produce a solvate. The evidence of the specification is thus 
clear: These compounds do not possess the property of forming solvates; there is no 
evidence that such compounds even exist. Thus, this is a circumstance where the 
"specification is evidence of its own inadequacy" ijn re Rainer , 377 F.2d 1006, 1012, 153 
USPQ 802, 807). These cannot be simply willed into existence. As was stated in Morton 
Ihtetnational Inc. v. Cardinal Chemical Co., 28 USPQ2d 1190 "The specification purports to 
teach, with over fifty examples, the preparation of the claimed compounds with the 
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required connectivity. However ... there is no evidence that such compounds exist... the 
examples of the '881 patent do not produce the postulated compounds... there is ... no 
evidence that such compounds even exist." The same circumstance appears to be true here^ 

there is no evidence that solvates of these compounds actually exist; if they did, they would 
have formed. Hence, appUcants must show that solvates can be made, or hmit the claims 
accordingly. 

The traverse is unpersuasive. Applicants state that they are "unable to locate any 
portion of the specification where Applicants teach that a preparation of a particular 
solvate failed." 

Solvents employed in the examples include methylene chloride, DMF, methanol, 
acetonitrUe, t-butanol, ethyl acetate and water. In none of these cases does the 
specification report a solvate being formed. 

Applicants continue, "No amount of undue experimentation is required for one 
skilled in the art to make and use solvates. Indeed, the Office does not even assert what 
experimentation is needed, let alone explain why such experimentation is undue." 

This is not a matter of undue experimentation. It is a matter of the apparent fact 
that the evidence of record is that the compounds do not form solvates. One forms solvates 
by exposing a material to the solvent, and obtaining the material in a solid form. That did 
not happen here. 

Applicants can overcome this by showing that a compound within the scope of the 
claims does in fact form a solvate. 

Claims 2-6, 9-10, 13-14, 17, and 29-30 are rejected under 35 U.S.C. 112, paragraphs 
1 and 2, as the claimed invention is not described, or is not described in such full, clear, and 
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exact terms as to enable any person skilled in the art to make and use the same, and/or 
failing to particularly point out and distinctly claim the subject matter which applicant 
regards as his invention. Specifically: 

Applicants have added a 4-10 ring size to the aromatic ring. The "4" does not make 
sense. There is no such thing as an aromatic ring with 4 members. This is impossible and 
in error (paragraph 2). Alternatively, if applicants really do intend a 4-membered aromatic 
ring, then it is not enabled. One cannot make that which does not exist. 

Applicant's amendment necessitated the new ground(s) of rejection presented in this 
Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP § 706.07(a). 
Applicant is reminded of the extension of time policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not mailed 
until after the end of the THREE-MONTH shortened statutory period, then the shortened 
statutory period will expire on the date the advisory action is mailed, and any extension fee 
pursuant to 37 CFR 1.136(a) will be calculated from the mailing date of the advisory action. 
In no event, however, will the statutory period for reply expire later than SIX MONTHS 
from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Mark L. Berch whose telephone number is 571-272-0663. 
The examiner can normally be reached on M-F 7:15 - 3^45. 



Application/Control Number: 1 0/596,73 1 Page 5 

Art Unit: 1624 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, James O. Wilson can be reached on (571)272-0661. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for pubUshed 
applications may be obtained from either Private PAIR or Public PAIR. Status information 
for unpublished applications is available through Private PAIR only. For more information 
about the PAIR system, see http://pair-direct.uspto.gov. Should you have questions on 
access to the Private PAIR system, contact the Electronic Business Center (EBC) at 866- 
217-9197 (toll-free). If you would like assistance from a USPTO Customer Service 
Representative or access to the automated information system, call 800-786-9199 0N USA 
OR CANADA) or 571-272-1000. 
/Mark L. Berch/ 

Primary Examiner, Art Unit 1624 
5/3/2010 



